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Interesting Note: An Edecrin SPL file was one of the

very first SPL documents posted on DailyMed.

In November 2005, a lone SPL file await-
ed the arrival of other SPL documents with
information about the thousands of ap-
proved brand and generic human pre-
scription drug products commercially mar-
keted at the time. For several months,
downstream users of SPL continuously

NSDE

checked National Library of Medicine’s
DailyMed website for more structured
data to download and import into their
healthcare information systems. Finally, in
2006, as more SPL document authors
learned the SPL standard, hundreds of
SPL files joined that lone SPL document on
DailyMed.

Time-travel to mid-2009 and you will wit-
ness the beginning of exponential increas-
es in the amount of SPL as files with infor-
mation for products such as OTC and ani-
mal drugs started appearing on Dai-
lyMed.

The over 50,000 product SPL files current-
ly posted on DailyMed reflects the deter-
mination of SPL document authors to con-
tribute to the improvement of patient care
via the provision of up to date product
data in SPL format for download into
healthcare information systems.

Over a year ago, CMS
announced its intent to uti-
lize downstream SPL data.
The May 14, 2012, CMS
memo notified all part D
sponsors that, beginning
September 1, 2012, the
FDA’s Comprehensive NDC
SPL Data Elements (NSDE)
file would be used in the
editing of prescription drug
event subumissions. The
NSDE file, which is updated
once each business day,

contains the following

types of data that is ex-
tracted from SPL files sub-
mitted to FDA: item code
(NDCs, NHRICs, and

ISBTs), ) proprietary name,
dosage form, marketing
category, application num-
ber or citation, product
type, and marketing start
date. The NDC11 and, in
some cases, the package
marketing end date, is de-
rived from SPL data trans-
mitted to FDA.

During the summer of
2013, a column with billing
units data from the billing
unit indexing SPL will be
added to the NSDE file.

The NSDE file and a copy
of the CMS NSDE memo is
accessible via this web
page hyperlink: F'r'rp:/;l
www.fda.gov/Forlndustry {I
DataStandards
StructuredProductLabeling /|
ucm240580.htm



http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm240580.htm
https://spl-work-group.wikispaces.com/Downstream+Uses+of+SPL
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